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DETAILED ACTION 

Information Disclosure Statement 

The information disclosure statement filed 07/07/08 fails to comply with 37 CFR 
1 .98(a)(2), which requires a legible copy of each cited foreign patent document; each 
non-patent literature publication or that portion which caused it to be listed; and all other 
information or that portion which caused it to be listed. It has been placed in the 
application file, but the information referred to therein has not been considered. 

Specification 

This application does not contain an abstract of the disclosure as required by 37 
CFR 1 .72(b). An abstract on a separate sheet is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4, 5 and 17 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 17 is rejected because it is not entirely clear when this isolating step occur, 
and which aqueous medium is referring to. For examining purposes, the claim is 
interpreted as collecting the nano-crystalline after the energy adding step, until further 
clarification is submitted. 
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Claims 4 and 5 recite the limitation "combined solution" in line 2. There is 
insufficient antecedent basis for this limitation in the claim. Claim 1 does not recite a 
"combined solution", but a "first solution". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1, 3-9, 12, 14-16, 18 and 19 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Kipp et al. US 6,607,784. 

Kipp teaches a process for preparing submicron size particles of an organic 
compound. The process comprising: 1 dissolving the organic compound in the water 
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miscible first solvent to form a solution; 2) mixing the solution with an aqueous second 
solvent to precipitate the organic compound to form a pre-suspension; and 3) adding 
energy to the pre-suspension to form particles having an average effective particle size 
of 400 nm (abstract; column 4, lines 57-65; column 6, lines 32-41; and column 8). 
Organic compound includes pharmaceuticaliy active compound (column 5, lines 60-67). 
Energy adding step includes sonicating the dispersion of amorphous particles for 15-30 
minutes at temperature ranges from about -30°C to 30°C (column 7, lines 49-67; and 
examples). The aqueous second solvent further comprises one or more surfactants 
such as polyvinyl pyrrolidone and sodium dodecyl sulfate (column 6, lines 42 through 
column 7, lines 1-8; column 8, lines 51-67; and examples). 

Claims 1, 3, 6, 12, 14, 16 and 17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lindrud et al. WO 00/44468 A1 . 

Lindrud teaches a process for preparing submicron size crystalline comprising: 
combining a solution of a pharmaceutical compound to be crystallized and an aqueous 
phase to form a precipitation (page 4, 2 nd paragraph). Lindrud further teaches the use 
of surfactant (page 4, 3 rd paragraph). Sonicating the precipitate to obtain submicron 
size crystalline (pages 4-5). Example 1 discloses upon completion of crystallization, the 
product is filtered, washed and dried to obtain submicron particles (the claimed isolating 
step). Example 1 further discloses the temperature is maintained at 2°C throughout the 
crystallization. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-16 and 18-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kipp et al. US 6,607,784. 

Kipp is relied upon for the reason stated above. With respect to claim 2, Kipp 
does not explicitly teach nanoparticle having mean particle size of from 50-240 nm. 
However, it would have been obvious to one of ordinary skill in the art to modify the 
process of Kipp to prepare nanoparticle having the claimed size. This is because Kipp 
teaches the desirability of preparing particles having average effective size less than 
400 nm (column 4, lines 49-56). 

Kipp further does not expressly teach the rate of mixing such as rapid mixing in 
less than 30 seconds (10,11,13 and 20). However, it would have been obvious to one 
of ordinary skill in the art to, by routine experimentation modify the process of Kipp to 
obtain the claimed invention. This is because Kipp teaches that the process conditions 
such as rate of mixing of solution, rate of precipitation and the like can be 
selected/optimize (column 5, lines 49-55). 

Claims 1 1 -1 3, 1 5 and 1 8 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Lindrud et al. WO 00/44468 A1 . 
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Lindrud is relied upon for the reason stated above. Lindrud is silent as to the 
teaching of the rate of mixing. However, absent of evident to the contrary, the burden is 
shifted to applicant to show that the process of Lindrud does not provide rapid mixing. 
This is because Lindrud teaches a process for crystallizing submicron size particles that 
provides superior crystal structure when compared with particles formed by standard 
slow crystallization (page 2, lines 13-17). 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to S. Tran whose telephone number is (571) 272-0606. 
The examiner can normally be reached on M-F 8:00 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



IS. Tran/ 

Primary Examiner, Art Unit 1618 



